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DETAILED ACTION 

Drawings 

1 . The drawings are objected to as failing to comply with 37 CFR 1 .84(p)(5) 
because they include the following reference character(s) not mentioned in the 
description: "106". 

2. The drawing designated as Prior Art does not have a figure number. A figure 
number should be designated by a legend such as -Prior Art- because only that which 
is old is illustrated. See MPEP § 608.02(g). 

3. Corrected drawing sheets in compliance with 37 CFR 1.121(d), or amendment to 
the specification to add the reference character(s) in the description in compliance with 
37 CFR 1.121(b) are required in reply to the Office action to avoid abandonment of the 
application. Any amended replacement-drawing sheet should include all of the figures 
appearing on the immediate prior version of the sheet, even if only one figure is being 
amended. Each drawing sheet submitted after the filing date of an application must be 
labeled in the top margin as either "Replacement Sheet" or "New Sheet" pursuant to 37 
CFR 1.121(d). If the changes are not accepted by the examiner, the applicant will be 
notified and informed of any required corrective action in the next Office action. The 
objection to the drawings will not be held in abeyance. 

Specification 

1 . The abstract of the disclosure is objected to because the word count of the 
abstract is greater than 150 words. Correction is required. See MPEP § 608.01(b). 
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2. The use of the trademark "VELCRO®" has been noted in this application. It 
should be capitalized wherever it appears and be accompanied by the generic 
terminology, "hook and loop fasteners." 

3. Although the use of trademarks is permissible in patent applications, the 
proprietary nature of the marks should be respected and every effort made to prevent 
their use in any manner, which might adversely affect their validity as trademarks. 

4. The disclosure is objected to because of the following informalities: a) In the Brief 
Description of the Drawings section, the prior art drawing of a typical nasal cannula is 
not listed, b) In the Embodiments of the Invention section: the prior art drawing of a 
nasal cannula is not disclosed, and Figures 1-5 are not expressly disclosed or listed 
with specific paragraphs discussing the elements of each figure. Appropriate correction 
is required. 

5. Further, Examiner suggests Applicant take into consideration the following 
suggestions to create a more comprehensive and well understood specification 
disclosure: 1) Disclose a reference number for the nostrils of the patient rather than 
"patient's 302 nostrils," and 2) When disclosing multiple reference numbers, "106a,b" or 
"1 18a,b" "508a,b" examiner suggests "106a and 106b," "1 18a and 1 18b," and "508a and 
508b," respectively. 


Claim Objections 
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6. Claims 19 is objected to under 37 CFR 1 .75(c) as being in improper form 
because a multiple dependent Claims 1 and 18. See MPEP § 608.01 (n). Accordingly, 
the Claims 19 not been further treated on the merits. 

Claim Rejections - 35 USC § 102 

7. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

8. Claims 1-3, 12-15, 18-20, and 29-32 are rejected under 35 U.S.C. 102(b) as 
being anticipated by Bordewick et al. (6,418,928). 

9. As to Claim 1, Bordewick discloses a nasal mask assembly comprising a nasal 
cup (16) adapted to cover a patient's nose, said nasal cap having a perimeter (28), an 
internal cavity (the portion of the nasal cup 16 located inside the perimeter 28), an input 
port (38) having an internal end (the nasal prongs 14) within said internal cavity of said 
nasal cup and an external end (22) external to said nasal cup, and a nasal delivery 
system (26) in fluid communication with said internal end of said input port and 
contained within said internal cavity, wherein said nasal delivery system comprises a 
pair of nasal prongs (14) in fluid communication with said internal end of said input port; 
a source tube (42) in fluid communication with said external end of said input port of 
said nasal cup and adapted to be in fluid communication with the fluid source such that 
the fluid is delivered from the fluid source to the patient's nostrils through said nasal 
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prongs of said nasal delivery system; and a means for securing (the combination of 
elements 50, 51,52, and 53) said nasal cup over the patient's nose. (Figures 1-3) 

10. As to Claim 2, Bordewick discloses the nasal mask assembly for use with a 
CPAP device for the delivery of breathable gas or oxygen for patients suffering with 
sleep apnea. (Column 5, Lines 8-12). 

11. As to Claim 3, Bordewick discloses a fastening mechanism connected to the 
nasal cup (the combination of elements 50, 51,52, and 53). (Figure 1 and Column 4, 
Lines 35-42). 

12. As to Claim 12, Bordewick discloses a delivery tube (26) in fluid communication 
with said internal end of said input port (38) and said nasal prongs (14). (Figures 1-3). 

13. As to Claim 13, Bordewick discloses a delivery tube (26) that is generally 
horizontal and said internal end of said input port is about centrally attached to said 
delivery tube. Regarding the structural design of the delivery tube, the delivery tube 
(26) is more horizontal than vertical and thus meets the limitations of the delivery tube 
being generally horizontal. Regarding the structural characteristics of the delivery tube, 
as seen in Figure 3, the delivery tube (26) is attached to the input port (38). Moreover, 
Applicant has not asserted the general shape of the delivery tube in a horizontal 
structure provides a particular advantage, solves a stated problem or serves a particular 
purpose, thus the use of a horizontal delivery tube lacks criticality in its design. 

14. As to Claim 14, Bordewick discloses a delivery tube (26) having open ends (the 
out put of the nasal prongs 14) in fluid communication with said internal cavity of said 
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nasal cap. Inherently, the nasal prongs perform the function of providing the fluid 
communication of the delivery tube gas to the internal cavity of the nasal cup. 

15. As to Claim 15, Bordewick discloses a nasal cup (16) having a general shape of 
a human nose. (Figures 1-3). As well known, the general shape of a human nose is 
triangular. The mask of Bordewick is generally in a triangular shape and thus complies 
with the limitations. Moreover, Applicant has not asserted the general shape of the 
nasal cup provides a particular advantage, solves a stated problem or serves a 
particular purpose, thus the use of a horizontal delivery tube lacks criticality in its 
design. 

16. As to Claim 18, Bordewick discloses a nasal mask assembly apparatus wherein 
the recited method is inherent in the use of the apparatus. Bordewick discloses a nasal 
mask assembly comprising a nasal cup (16) adapted to cover a patient's nose, said 
nasal cap having a perimeter (28), an internal cavity (the portion of the nasal cup 16 
located inside the perimeter 28), an input port (38) having an internal end (the nasal 
prongs 14) within said internal cavity of said nasal cup and an external end (22) external 
to said nasal cup, and a nasal delivery system (26) in fluid communication with said 
internal end of said input port and contained within said internal cavity, wherein said 
nasal delivery system comprises a pair of nasal prongs (14) in fluid communication with 
said internal end of said input port; a source tube (42) in fluid communication with said 
external end of said input port of said nasal cup and adapted to be in fluid 
communication with the fluid source such that the fluid is delivered from the fluid source 
to the patient's nostrils through said nasal prongs of said nasal delivery system; and a 
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means for securing (the combination of elements 50, 51 ,52, and 53) said nasal cup over 
the patient's nose. (Figures 1-3) 

17. As to Claim 19, Bordewick discloses a nasal mask assembly apparatus wherein 
the recited method is inherent in the use of the apparatus. Bordewick discloses the 
nasal mask assembly for use with a CPAP device for the delivery of breathable gas or 
oxygen for patients suffering with sleep apnea. (Column 5, Lines 8-12). 

18. As to Claim 20, Bordewick discloses a nasal mask assembly apparatus wherein 
the recited method is inherent in the use of the apparatus. Bordewick discloses a 
fastening mechanism connected to the nasal cup (the combination of elements 50, 
51,52, and 53). (Figure 1 and Column 4, Lines 35-42). 

19. As to Claim 29, Bordewick discloses a nasal mask assembly apparatus wherein 
the recited method is inherent in the use of the apparatus. Bordewick discloses a 
delivery tube (26) in fluid communication with said internal end of said input port (38) 
and said nasal prongs (14). (Figures 1-3). 

20. As to Claim 30, Bordewick discloses a nasal mask assembly apparatus wherein 
the recited method is inherent in the use of the apparatus. Bordewick discloses a 
delivery tube (26) that is generally horizontal and said internal end of said input port is 
about centrally attached to said delivery tube. Regarding the structural design of the 
delivery tube, the delivery tube (26) is more horizontal than vertical and thus meets the 
limitations of the delivery tube being generally horizontal. Regarding the structural 
characteristics of the delivery tube, as seen in Figure 3, the delivery tube (26) is 
attached to the input port (38). Moreover, Applicant has not asserted the general shape 
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of the delivery tube in a horizontal structure provides a particular advantage, solves a 
stated problem or serves a particular purpose, thus the use of a horizontal delivery tube 
lacks criticality in its design. 

21. As to Claim 31, Bordewick discloses a nasal mask assembly apparatus wherein 
the recited method is inherent in the use of the apparatus. Bordewick discloses a 
delivery tube (26) having open ends (the out put of the nasal prongs 14) in fluid 
communication with said internal cavity of said nasal cap. Inherently, the nasal prongs 
perform the function of providing the fluid communication of the delivery tube gas to the 
internal cavity of the nasal cup. 

22. As to Claim 32, Bordewick discloses a nasal mask assembly apparatus wherein 
the recited method is inherent in the use of the apparatus. Bordewick discloses a nasal 
cup (16) having a general shape of a human nose. (Figures 1-3). As well known, the 
general shape of a human nose is triangular. The mask of Bordewick is generally in a 
triangular shape and thus complies with the limitations. Moreover, Applicant has not 
asserted the general shape of the nasal cup provides a particular advantage, solves a 
stated problem or serves a particular purpose, thus the use of a horizontal delivery tube 
lacks criticality in its design. 


Claim Rejections - 35 USC § 103 


23. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 


Application/Control Number: 10/686,268 Page 9 

Art Unit: 3743 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

24. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

25. Claims 16-17 and 33-34 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Bordewick et al. (6,418,928). 

26. As to Claim 16, Bordewick discloses a nasal mask assembly comprising all the 
limitations recited in Claim 16, but does not expressly disclose the nasal cup is made of 
a clear plastic. At the time the invention was made, clear nasal cups were well known 
for the purpose of assisting the medical personnel in the proper placement of the nasal 
cup. Therefore, it would have been obvious to one having ordinary skill in the art to 
have a clear plastic nasal cup as the Applicant has done. Moreover Applicant has not 
asserted that the clear plastic nasal cup recited provides a particular advantage, solves 
a stated problem, or serves a purpose different from that of assisting in the proper 
placement of the nasal mask assembly on the patient, thus the use of this clear plastic 
nasal cup lacks criticality in its design. 

27. As to Claim 17, Bordewick discloses a nasal mask assembly comprising all the 
limitations recited in Claim 17, but does not expressly disclose the nasal prongs are at 
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least about one inch in length. At the time the invention was made, various lengths of 
nasal prongs were well known. Therefore, it would have been obvious to one having 
ordinary skill in the art to disclose a specific length to the nasal prong as the Applicant 
has done. Moreover, Applicant has not asserted that the specific one (1) inch length of 
the nasal prong recited provides a particular advantage, solves a stated problem, or 
serves a purpose, thus the use of a specific one (1) inch length of the nasal prong lacks 
criticality in its design. Furthermore, depending on the patient (neonate, child, adult, or 
animal) using the nasal mask assembly device, the nasal prong length would be 
modified. 

28. As to Claim 33, Bordewick discloses a nasal mask assembly apparatus wherein 
the recited method is inherent in the use of the apparatus. Bordewick discloses a nasal 
mask assembly comprising all the limitations recited in Claim 33, but does not expressly 
disclose the nasal cup is made of a clear plastic. At the time the invention was made, 
clear nasal cups were well known for the purpose of assisting the medical personnel in 
the proper placement of the nasal cup. Therefore, it would have been obvious to one 
having ordinary skill in the art to have a clear plastic nasal cup as the Applicant has 
done. Moreover Applicant has not asserted that the clear plastic nasal cup recited 
provides a particular advantage, solves a stated problem, or serves a purpose different 
from that of assisting in the proper placement of the nasal mask assembly on the 
patient, thus the use of this clear plastic nasal cup lacks criticality in its design. 

29. As to Claim 34, Bordewick discloses a nasal mask assembly apparatus wherein 
the recited method is inherent in the use of the apparatus. Bordewick discloses a nasal 
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mask assembly comprising all the limitations recited in Claim 34, but does not expressly 
disclose the nasal prongs are at least about one inch in length. At the time the invention 
was made, various lengths of nasal prongs were well known. Therefore, it would have 
been obvious to one having ordinary skill in the art to disclose a specific length to the 
nasal prong as the Applicant has done. Moreover, Applicant has not asserted that the 
specific one (1) inch length of the nasal prong recited provides a particular advantage, 
solves a stated problem, or serves a purpose, thus the use of a specific one (1) inch 
length of the nasal prong lacks criticality in its design. Furthermore, depending on the 
patient (neonate, child, adult, or animal) using the nasal mask assembly device, the 
nasal prong length would be modified. 

30. Claims 4 and 21 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Bordewick et al. (6,418,928) in view of Belfer (5,918,598). 

31 . As to Claim 4, Bordewick discloses a nasal mask assembly having a fastening 
mechanism (the combination of elements 50, 51,52, and 53) comprising all the 
limitations recited in Claim 4, with the exception of the adhesive along the interior of 
said perimeter of the nasal cap. However, the use of adhesive to attach a facemask to 
the patient was well known at the time the invention was made. Specifically, Belfer 
teaches adhesive applied to the facemask for the purpose of insuring a better seal to 
the patient's face thus resulting in less gas leakage. (Column 4, Line 50 thru Column 5, 
Line 19 and Column 7, Lines 6-15). Therefore, it would have been obvious to one 
having ordinary skill in the art at the time the invention was made to modify the device of 
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Bordewick to include the adhesive of Belter for the purpose of reducing potential gas 
leakage and creating another sealing means for the mask to be attached to the patient. 

32. As to Claim 21, the apparatus of Bordewick as modified by Belfer discloses a 
nasal mask assembly apparatus wherein the recited method is inherent in the use of the 
apparatus. Bordewick discloses a nasal mask assembly having a fastening mechanism 
(the combination of elements 50, 51,52, and 53) comprising all the limitations recited in 
Claim 21, with the exception of the adhesive along the interior of said perimeter of the 
nasal cap. However, the use of adhesive to attach a facemask to the patient was well 
known at the time the invention was made. Specifically, Belfer teaches adhesive 
applied to the facemask for the purpose of insuring a better seal to the patient's face 
thus resulting in less gas leakage. (Column 4, Line 50 thru Column 5, Line 19 and 
Column 7, Lines 6-15). Therefore, it would have been obvious to one having ordinary 
skill in the art at the time the invention was made to modify the device of Bordewick to 
include the adhesive of Belfer for the purpose of reducing potential gas leakage and 
creating another sealing means for the mask to be attached to the patient. 

33. Claims 5-7 and 22-24 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Bordewick et al. (6,418,928) in view of Bartos (4,354,488). 

34. As to Claims 5-7, Bordewick discloses a nasal mask assembly comprising all 
the limitations recited in Claims 5-7, with exception of a molding means. However, the 
use of a molding means for a nasal cup was well known at the time the invention was 
made. Specifically, Bartos teaches a pliable aluminum clip (93) positioned along the 
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perimeter of the nasal cap and made of metal that enables the patient to adjust the 
mask. (Column 11, Lines 56-64). Therefore, it would have been obvious to one having 
ordinary skill in the art at the time the invention was made to modify the device of 
Bordewick to include the molding means of Bartos for the purpose of providing 
additional comfort means to the patient. 

35. As to Claim 22-24, the apparatus of Bordewick as modified by Bartos discloses 
a nasal mask assembly apparatus wherein the recited method is inherent in the use of 
the apparatus. Bordewick discloses a nasal mask assembly comprising all the 
limitations recited in Claims 22-24, with exception of a molding means. However, the 
use of a molding means for a nasal cup was well known at the time the invention was 
made. Specifically, Bartos teaches a pliable aluminum clip (93) positioned along the 
perimeter of the nasal cap and made of metal that enables the patient to adjust the 
mask. (Column 11, Lines 56-64). Therefore, it would have been obvious to one having 
ordinary skill in the art at the time the invention was made to modify the device of 
Bordewick to include the molding means of Bartos for the purpose of providing 
additional comfort means to the patient. 

36. Claims 5, 8, 22, and 25 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Bordewick et al. (6,418,928) in view of Sullivan (4,944,310). 

37. As to Claims 5 and 8, Bordewick discloses a nasal mask assembly comprising 
all the limitations recited in Claims 5 and 8, with the exception of a molding means 
comprising a nasal cup made of a moldable material. However, the use of a moldable 
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nasal cup was well known at the time the invention was made. Specifically, Sullivan 
teaches a moldable nasal cup (5) for the purpose of enabling the nasal cup to be firmly 
sealed to the patient's nose. (Column 1, Lines 48-50 and Column 2, Lines 30-39). 
Therefore, it would have been obvious to one having ordinary skill in the art at the time 
the invention was made to modify the device of Bordewick to include the molding means 
of Sullivan for the purpose of providing additional comfort means and preventing the 
leakage of gas. 

38. As to Claims 22 and 25, the apparatus of Bordewick as modified by Sullivan 
discloses a nasal mask assembly apparatus wherein the recited method is inherent in 
the use of the apparatus. Bordewick discloses a nasal mask assembly comprising all 
the limitations recited in Claims 22 and 25, with the exception of a molding means 
comprising a nasal cup made of a moldable material. However, the use of a moldable 
nasal cup was well known at the time the invention was made. Specifically, Sullivan 
teaches a moldable nasal cup (5) for the purpose of enabling the nasal cup to be firmly 
sealed to the patient's nose. (Column 1, Lines 48-50 and Column 2, Lines 30-39). 
Therefore, it would have been obvious to one having ordinary skill in the art at the time 
the invention was made to modify the device of Bordewick to include the molding means 
of Sullivan for the purpose of providing additional comfort means and preventing the 
leakage of gas. 

39. Claims 9-11 and 26-28 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Bordewick et al. (6,418,928) in view of Bohn et al. (6,860,268). 
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40. As to Claims 9-11, Bordewick discloses a nasal mask assembly comprising all 
the limitations recited in Claims 9-11, with the exception of a rotation means with a 
pivotal import tube. However, the use of a rotation means in combination with a nasal 
cup was well known. Specifically Bohn teaches a swivel (24) that is freely rotatable 
around the port (23) to permit the movement of the tubing (22) without displacing the 
mask (20) from the patient's face. (Figures 1, 5b, and Column 6, Lines 47-54). 
Therefore, it would have been obvious to one having ordinary skill in the art at the time 
the invention was made to modify the device of Bordewick to include the rotation means 
of Bohn as taught to prevent the tubing (22) from reducing the visibility of the patient. 

41 . As to Claims 26-28, the apparatus of Bordewick as modified by Bohn discloses 
a nasal mask assembly apparatus wherein the recited method is inherent in the use of 
the apparatus. Bordewick discloses a nasal mask assembly comprising all the 
limitations recited in Claims 26-28, with the exception of a rotation means with a pivotal 
import tube. However, the use of a rotation means in combination with a nasal cup was 
well known. Specifically Bohn teaches a swivel (24) that is freely rotatable around the 
port (23) to permit the movement of the tubing (22) without displacing the mask (20) 
from the patient's face. (Figures 1 , 5b, and Column 6, Lines 47-54). Therefore, it would 
have been obvious to one having ordinary skill in the art at the time the invention was 
made to modify the device of Bordewick to include the rotation means of Bohn as taught 
to prevent the tubing (22) from reducing the visibility of the patient. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Annette F. Dixon whose telephone number is (571) 272- 
3392. The examiner can normally be reached on Monday thru Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Henry Bennett can be reached on (571) 272-4791 . The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 


AFD 

June 7, 2006 



